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2a)D This action is FINAL. 2b)S This action is non-final. 

3) D Since this application is in condition for allowance except for fornnal matters, prosecution as to the merits is 
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Claim 2 (exemplary) Is generic to the following disclosed patentably distinct 
species: polymers. The species are independent or distinct because each polymer has 
a distinct chemical structure which imparts distinct chemical and physical properties. 
Applicant is required under 35 U.S.C. 121 to elect a single disclosed species, even 
though this requirement is traversed. Applicant is advised that a reply to this 
requirement must include an identification of the species that is elected consonant with 
this requirement, and a listing of all claims readable thereon, including any claims 
subsequently added. An argument that a claim is allowable or that all claims are generic 
is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenA/ise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

. This application contains claims directed to the following patentably distinct 
species: a dosage form wherein the claimed composition is in a shell, a dosage form 
wherein the claimed composition is in a core, an aqueous dosage form. The species 
are independent or distinct because each has a distinct physical form which imparts 
distinct properties of delivery. 
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Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Cun-ently, dosage forms are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or othenvise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1 .141 . If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

During a telephone conversation with D. Crichton on 1/4/06 a provisional election 
was made with traverse to prosecute the invention of HPMC and a dosage form wherein 
the claimed composition is in both a shell and core. Affirmation of this election must be 
made by applicant in replying to this Office action. Claims 14-16 and 29-31 are 
withdrawn from further consideration by the examiner, 37 CFR 1 .142(b), as being drawn 
to a non-elected invention. 
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The following is a quotation of 35 U.S.C. 103(a) which fomis the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not Identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-13, 17-28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Joshi et a! in view of Chang et a! and Raiden et al. 

Joshi et al teach beadlets comprising an active and a binder (abstract). 3-70 % 
binder, including the hydrocolloid hydroxypropylmethyl cellulose with a viscosity of 2- 
200 cp. is disclosed (column 9 line 66-column 10 line 22). Other hydrocolloids, 
including carrageenan, may be employed (column 10 lines 23-30). Lubricants are 
disclosed (column 5 lines 41). 

Chang et al teach partially deacylated gellan gum which forms elastic gels having 
low brittleness (abstract). 

It would have been obvious to one of ordinary skill to add a partially deacylated 
gellan gum to the beadlet of Joshi et al to achieve the beneficial effect of modifiying its 
flexibility in view of Chang et al. 

As to the percent range and viscosity of hydroxypropylmethylcellulose, Joshi et al 
teach a range which overlaps those claimed. As to the claimed cloud point range, it is 
argued that the polymer of Joshi et al inherently possesses such a range, because it is 
the same polymer as that claimed. As to the claimed ranges of the other ingredients, 
optimum suitable amounts may be obtained by routine experimentation, absent a 
showing that they are essential or provide an unexpected result. In re Boesch 205 
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USPQ 21 5 (CCPA 1 980). As to the particular claimed lubricant, glyceryl monostearate, 
Raiden at al teach that it is well known in the art as such (column 5, lines 3-10). Thus, it 
would have been further obvious to ad glyceryl monostearate to the composition of 
Joshi et al for its beneficial effect as a lubricant in view of Raiden et al. 

As to the claimed shell, it is argued that if the shell comprises the same 
composition as the core, they become indistinguishable. As to the claimed shell portion 
and core portion, "portion" includes 100 %. As to the claimed burst release, such is 
merely an intended use. As to the claimed substantial freedom from pores of the 
claimed range, Joshi et al do not disclose pores of any size. 

Clalms1-13, 17-28 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

In claims 1 and 17, "high" is vague because it is suggestive. In claims 5 and 21 , 
"inorganic cation" has no antecedent in claims 1 and 17 respectively. Similarly, in 
claims 7 and 17, "lubricant" has no antecent in claims 1 and 17 respectively. In claim 8 
,it is unclear as to whether the diameter of the pores of the diameter of the solid form is 
being claimed. 


No claims allowed. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Edward J. Webman whose telephone number is 571- 
272-0633. The examiner can nonnally be reached on M-F from 8 AM to 5 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, J. Richter, can be reached on 571-272-0646. The fax phone number for the 
organization where this application or proceeding is assigned is 703-872-9306. 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http,7/pair-dlrect.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



